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To Whom It May Concern: 

We+ue submitting comments in regards to the Bioterrorisrn Act (Public Health Secur&and 
Biolerrorism Prepzrredness and Rssponse Aot of 2002), which includes a number ofpr~vi&ms 
that will affect ihe import industry. Although wo ~ndetstand the importance of ctmring the 
safety of our l’uod supply, WC are very con~~rmxl about the impltmentatiop and cr&mme& of 
these regulaiions. We hwc listed the Section folllati by our C.CNI~ and ccmmmts. 

See 303. Adminlatrative Detention 
Altnws an ofiicct or quaMod employee of the Feed Ad Drug I 

Adn~lnlsttation to order the detention, In accMdaaee with the aubsecrlon, of 
any tiiclc 6f food tit is fbund during an inspcctiaa, eon, or 
hlvesrigtion under this Act conducted by such officct ot qualified employee, 
if the 0Riccr or qualified employee hi3 credible evidence or i&nr+ion that 
such article presents I threat afstious adverse health conwquwos or death 
to human or animals. 

Consem: What is corlsi,dered a qualified empIoy~c of the USFDA? Does thh include a clerk 
wig cks data entry or a secretary that answers bolephone calls? Thjs section should bc 

., 

meaded to specifically state that only a compliance officer or cxlspectot of the Food and Drug 
Administration may order the detention.. . 

Set 203. Administrative Deteatlon 
Also allows an article of food to be detained tier p-h (1) for a . 

reason&e perhcl, not to cxcccd 20 days, ualcsa a getit period, not to 
rxcccd 30 days, Is nswswy, to enable the Sectotary to InsMtute an action 
under subs&n (a) or section 302. 

Concern: The spcciLjGn& of 2Odays. as an-upper Iimif is not what most would consi&&a 
reasonable time frame to institute an action. In additioa. kom when does the peziod of 
detention begin? The period of datention should begin once prior notice (as stated 3n Set 307) 

‘is filed for Ihe nrticlc of food. In addition, the ticle of food should only bc detained for 72 
hours so that the Secretary is enabled to institute md action. ’ 
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See 205. RcgisttatIaa of Food Facilities 
Mandates that all facilities that enmge in tf\r menufwtwtn& 

prcxcssing, packing, ot holding of food far the coaslunptlon in tha UnIted 
Smtes’bc registered with the Sccretwy. To be registered- 
“(A) for a dome& f&cllIty, the owner, operator, or apnt h &her& of the 
hdlity shalt suhit -a regiehntion to the Secretary artd 
“(W far a foreign fhcfllty, the awer, operator, or apnt b charge of the 
l?dllty shall submit a rcgistratlan to the S&tarry and ahrll Include wi!h the 
registmtian rhc name oft@ United Stat00 agent fbr the &cSty. 

Cor~cem: This section clcerly stazes that f&a foreign facility, a United States agent rn~ be 
designated. The Ur$tcd States a&at so designaxd must be a permanent wident or citizen of 
die United States. Both f oreign exporters aad I73 impottets arc therefare at substantal risk if 
tic tlesignatted IJnited Statc~ agent fat the fotign &li~ f&ils to ftill its ObUgatim to &at 

\. . foreign facility. Both will lose control if they we compelled to have c~mapuaications with 
FDA chamelcd through a United Statw agent A for&a ficility must be able to tit a 
registration to the Secretary without designating a United Stales agent 

See 305. Kcglstratioq of Food Facilitia ,5 
States that the Sccrewy shall compile and msinlaln an u$od& list 6f 

fjcilitics that OTC rtglstorod under thb section. SW& list attd w ~&k&n 
documejrts srrbmItccd pursuant to’rhia eubwtlon shall uvt be au&ctta 
disctosu,n under section 552 of tltlo S, Unfted Sta@s Coda. l&m&ion 
derived from such list or regition docuwents shall ttot bo subject to 
Jistlosure under s&Ion 552 of title 5, tAted States Code, to the extettt that 
It disclo.ses the idcntily or locatlou ofa specific registered person. 

Concern: this section do& not make sense since it prohibits a domestic or foreign facifjty ti ” 
reri:&g whether propet ‘ngistmtion has\ been coxnpleted for each facility that awnf&ws, 
processes, pticks, or holds fwd for consumption in the United States. Therefore, tie faciliqr 
car: ot acquire verification tJ@ all foreign entities in the supply chain previqus to rho facitity 
have. properly rcgistercd before the faciliQ pwxws the article of food. 



See 307. Prior Notice oflmpmted Fwd Shipments 
States requires that SI notIce under JUCR parsaaph be pro+Med by e 

spceilicd period of time in advance of the date afthe lmporktion of the 
article of food involved ot the ofntlng of tiu hod for &ort, which p&lod 
shall be nc, less than tbe minimum amount oFt&ne abceswty for tie . 
Smmy to recelvu, review, and appreprlately respond to such nodfl~on, 
but may not exceed five deys. 

Co:&n: Gee plier notification must be given and the notifkution requires certrtin 
information. including Customs eutry number, the importer must pre-flc their entry with US 
Cumms. However, W S Ctlstoms ako has a regulation that does not allow au importer bo file 
entry mote than five days before E&M. This effkxtively teduces UIE window accorded an 
importer to submit prior notice of imported food. With the port situation, it is becoming hard= 
to pinpoin\ arrival it&n&on f<rr shipments. Sometimes the fi4ght company does not mvide 
am’val information on shipmeuts urrtir it has artiveci at the border. The r&Aation govdng 
Prior Notice of lmporttd Food Shipments is also a redundancy of the currcprt OASIS sys&z 
that is already in place md working. The,custom btoker of the i?npork of record already 
provides a Iis\ of infortnation to the US FDA. To have the iqxxer provide the &me 
infclnation in the Prior Notice of fmportad Food Shipments would be a ndundancy. In 
addition several fields of informntioa is not known to the importer, such as the Us’ FDA 
pm&t code oS each item. Therefore, the prior Notice of Imported Foods sh@ne~& serves IIO 
neeci and should not be implemented. 

Sac 307. P&u- Notice of Importad Food Shipltrents 
In the event that other infcmnation in Ihe pr1o.r not-~ must be changed, tib 
amendment or update is permItted. %e aubmiimu~t onacel the initial 
prior notice and submit a new one. In edditiw lfan amendment ls needal, 
FDA is proposing to limit the inf’rmetion that may br amended In a prior 
notice to the product identification infbrmatioa reqdrod In mposed See- - , 
1 my). 4 

Concern: Under the proposed US FDA legulsltion, a prior notification’ filing cannot be arqended 
if ar error wm made in the ftiing. 
sub&ted. 

The filing must be discarded and a new pGor notification is 
This will b’e an enormow drain of nxwrces for both the imporkr and tbrc US FDA 

becase each filinfi will take 0.5 to 1 hour to complete fh each article of food In additiort, if 
the clerical en-or is not discovered before noon of the day prior to arrival, the &@&bill be 
reti& \ 
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Set 307. Prior Notice pf @orted Food ShipmanM 
FDA rccog~~izes that food may be ship@ h the same unttainer or truck 
with non-food items. Since atticlts that are cot f&d ora not eub&ct b this 
proposed rule, when mixed or cvnsokhted impotied &d&t containa 
articles of food that mu.% be betd at the poti of entry or moved to a secwrc 
fiwitity, those articles that hnvs be& rsfbsed must be de& with bfbrr! the 
tcsl of the shipment praceecis. 

Cortccrn: This proposed regulation ~ppc& tu place undue bunia otl irnportcrs who oflen ust: 
mix or consolidated imported freight to iwpot Their g&s. lf one importex does not mly 
file a yrior notic of imported food stiipmentg, tIu the other tmporters must wait for the 
offending importer tokleal witb the prior notice of imported food shipments before the 
cotuoiidated or mixed imported &eight shipment corn proceed. Importers catl f&c w&st@a~ 
dc1a.n awaiting ckaratlce of products. 

We, as tkmbcrs of the internationill trade co~liitn&y, are very conwwd abwt-th$ current 
situ&n with impartation RY well as t&e ikture implenwntath of the Biotc.crori&n Act and 
mbrequent regdations. As it stands, the intmtioti trade has been severely Nuked snd 
sioated by the iucrcase in the number of inspectioxr.s and req&ious. With the lilcclihood &at 
them will be au incrcasc &I rcgulation,s, procedures, and filings undet the implemention of&c 
Bioterrorism Act, th,c length of time to receive hnportt~J mtidisc ELS well as the cost of 

, 

inpMation wlIl only increase. By ding tmothcr fiideml qency t&i.. will institute its own sets 
of Biotefrorism regulations, this will only cause redundancy that is nnt needed since US 
Customs and the USDA have already increased jnspe&ns at OUT border in regards to _ , 
Bio~errorism. WC see this as exfimeous sccuriv that ~$11 not eid in the fight agaipst 
Biotcm.n-ism and a waste of htunan and financial resources. 

Lydia Kung ' 
Vice-President 
EASTRISE TRADING CORP. 

Asiarl Food ‘I~mdc Association Member 


